Remarks 

Claims 1 and 5 are pending in this application. No claim amendments 
are made in this paper, and no new matter is added. Applicants respectfully submit 
that claims 1 and 5 are allowable for at least the following reasons. 

The Obviousness-Type Double Patenting Rejection Should Be Withdrawn 

On pages 2-3 of the Office Action, claims 1 and 5 are rejected under 
judicially created obviousness-type double patenting over claims 1-9 of U.S. Patent 
No. 6,667,316 ("the '316 patent"). In the previous Office Action, the Examiner 
alleged that claims 1 and 5 are not patentably distinct from claims 1-9 of the '316 
patent because, even though claims 1-9 of the '316 patent recite compounds and the 
presently pending claims recite methods of using the compounds, the present method 
claims are obvious variations of claims of the '316 patent because the '316 patent 
teaches that the claimed compounds reduce elevated levels of PDE-IV. Office Action 
of January 10, 2005, page 3. In response, Applicants pointed out that "when 
considering whether the invention defined in a claim of an application is an obvious 
variation of the invention defined in the claim of a patent, the disclosure of the patent 
may not be used as prior art." Manual of Patent Examining Procedure ("MPEP") 
§ 804 II.B.l. 

It appears now that the Examiner is maintaining the rejection of the 
claims based on the specification of the present application, instead of the 
specification of the '316 patent. See Office Action, page 2 (" the present application 
teaches methods of reducing elevated levels of PDE IV . . .") (emphasis added). 
However, it is well-settled that the applicant's disclosure may not be used to form a 
basis of an obviousness rejection. See, e.g., In re Noelle, 355 F.3d 1343, 1352 (Fed. 
Cir. 2004) ("the suggestion to .. . modify 'must be founded in the prior art, not in the 
applicant's disclosure.'" (quoting In re Vaeck, 947 F.2d 488, 493 (Fed. Cir. 1991)). 
Consequently, Applicants respectfully submit that the obviousness-type double 
patenting rejection of the pending claims is legally unfounded, and thus, request that 
the rejection be withdrawn. 
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The Rejection Under 35 U.S.C. § 1 12 Should Be Withdrawn 

On pages 3-5 of the Office Action, the rejection of claims 1 and 5 as 
allegedly failing to comply with the enablement requirement is maintained. 
Applicants respectfully traverse this rejection. 

Applicants respectfully submit that the pending claims are enabled 
because the specification "contains a teaching of the manner and process of making 
and using an invention in terms which correspond in scope to those used in describing 
and defining the subject matter sought to be patented." MPEP § 2164.04; see also 
Applicants' Response of April 18, 2005, pages 8-10, incorporated herein by reference. 
In response, the Examiner alleges that such an argument is not persuasive because 
"the . . . specification does not provide any test results or experimental data showing 
the instant isoindoline derivatives will be effective in reducing PDE-IV levels." 
Office Action, page 4. Further, the Examiner alleges that the specification fails to 
"provide guidance as which particular cause would lead to elevated PDE-IV levels or 
provide guidance to which inflammatory diseases and autoimmune diseases are 
treated with the instant compounds." Office Action, pages 4-5. Applicants 
respectfully disagree with each of these allegations. 

As the Examiner is well aware, "compliance with the enablement 
requirement does not turn on whether an example is disclosed," because "[t]he mere 
fact that something has not previously been done clearly is not, in itself, a sufficient 
basis for rejecting all applications purporting to disclose how to do it." MPEP 
§ 2164.02 (citing Gould v. Quigg, 822 F.2d 1074, 1078 (Fed. Cir. 1987)). 
Consequently, "the absence of working examples will not by itself render the 
invention non-enabled." Id, Accordingly, to the extent that the rejection is based on 
the Examiner's assertion that the claims are not enabled because the "specification 
does not provide any test results or experimental data," Applicants respectfully 
request that the rejection be withdrawn. 

Be that as it may, however, and without acquiescing to the Examiner's 
rejection, Applicants submit herewith the activities of certain exemplary compounds 
of the invention in inhibiting PDE 4, which are summarized in the table below: 
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Example # 



Structure 
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As can be seen from the table above, the compounds of the invention are indeed 
effective in inhibiting the PDE-IV levels. Therefore, Applicants respectfully submit 
that these data provide additional evidence that the pending claims are enabled. 



Furthermore, contrary to the Examiner's allegation, the specification 
provides sufficient guidance as to "which inflammatory disease and autoimmune 
disease are treated with the instant compounds." Office Action, page 5. For example, 
the specification provides that "it is recognized . . . that the inhibition of PDE type IV 
is particularly effective in both the inhibition of inflammatory mediator release and 
the relaxation of airway smooth muscle." The specification, page 9, lines 15-18. 
Thus, the specification provides, "inhibiting PDE IV ... constitute^] valuable 
therapeutic strategies for the treatment of many inflammatory, infectious, 
immunological or malignant diseases." Id., page 9, line 26 - page 10, line 1. The 
examples of the diseases that can be treated are provided on page 10, lines 1-9 of the 
specification. Based on these disclosures, it is clear that those of ordinary skill in the 
art would have understood that the claimed compounds would be effective in treating 
an inflammatory or autoimmune disease, specific examples of which are provided by 
the specification. 

For at least the foregoing reasons, Applicants respectfully submit that 
the pending claims are enabled, and thus request that the rejection of the pending 
claims be withdrawn. 
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No fee is believed to be due for this submission. Should any fees be 
required, however, please charge such fees to Jones Day Deposit Account No. 
503013. 



Respectfully Submitted, 



Date: September 27, 2005 
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Hoon Choi (Limited Recog. No.) 

Jones Day 

51 Louisiana Avenue, N.W. 
Washington, DC 20001-21 13 
(202) 879-3939 

For: Anthony M. Insogna (Reg. No. 35,203) 
Jones Day 

12750 High Bluff Drive, Suite 300 
San Diego, C A 92130 
(858)314-1200 
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